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Sir: 

I, George Bobotas, Ph.D., hereby declare and affirm that: 

1 . I am the same person that submitted a Declaration dated October 21 , 2005 
(October 21^' Declaration or "Bobotas I") in support of the referenced patent 
application. 

2. It is my understanding that the Examiner has requested clarification with respect 
to the composition of the test formulations described in the October 21®' 
Declaration. 

3. In my October 21®' Declaration, I presented the results of three studies: A, B and 
C. Studies A and B assessed the relative bioavailability of 130 mg ANTARA® 
fenofibrate capsules of the invention versus 200 mg TRICOR® fenofibrate 
capsules. Study C assessed the relative bioavailability of 120 mg and 144 mg 
fenofibrate capsules of the invention versus 160 mg TRICOR® fenofibrate tablets. 
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Fenofibrate Capsules of the Invention 

4. The 120 mg, 130 mg and 144 mg fenofibrate capsules of the invention utilized in 
Studies A, B, and C, each contained granules of the same composition. The 
granules are 64% by weight fenofibrate, relative to the v/eight of the granules; 
and 12% by weight binding cellulose derivative, relative to the weight of the 
granules. 

200 mg TRICOR® Fenofibrate Capsules 

5. The composition of the 200 mg TRICOR® fenofibrate capsules is described in the 
product insert (Attachment A, the first page of the product insert for 200 mg 
TRICOR® fenofibrate capsules), and in U.S. Patent No. 4,895,726 (Attachment 
B).' According to the product insert, 200 mg TRICOR® fenofibrate capsules 
contain the following inactive ingredients: crospovidone (i.e., crosslinked 
polyvinyl pyrrolidone), iron oxide, lactose, magnesium stearate, pregelatinized 
starch, sodium lauryl sulfate and titanium dioxide. 

6. None of the ingredients utilized in the 200 mg TRICOR® fenofibrate capsules are 
described as binders in the Curtet (726) patent. 

7. I supervised an analysis of the 200 mg TRICOR® fenofibrate capsules to 
ascertain the weight percentage of fenofibrate in the formulation. 10 capsules 
(Lot # 727552E21) were opened and the contents were weighed. Dividing this 
amount by the number of capsules gave the average weight of the formulation in 
each capsule. The average weight of the formulation in each capsule was 343 
mg. Thus, assuming that each capsule contained 200 mg fenofibrate, the 
formulation of the 200 mg TRICOR® fenofibrate capsules is about 58% 
fenofibrate by weight, relative to the weight of the formulation. 

^ See. Bobotas I, fn. 2 (the Curtet (726) patent is listed by the distributor of TRICOR® in FDA's Orange 
Book as covering the product). 
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160 ma TRICOR® Fenofibrate Tablets 

8. The composition of the 1 60 mg TRICOR® fenofibrate tablets is described in the 
product insert (Attachment C, the first page of the product insert for 160 mg 
TRICOR® fenofibrate tablets), and in U.S. Patent No. 6,074,670 (Attachment D).^ 
According to the product insert, 160 mg TRICOR® fenofibrate tablets contain the 
following inactive ingredients: colloidal silicon dioxide, crospovidone, lactose 
monohydrate, lecithin, microcrystalline cellulose, polyvinyl alcohol, povidone (i.e., 
polyvinyl pyrrolidone), sodium lauryl sulfate, sodium stearyl fumarate, talc, 
titanium dioxide and xanthan gum. 

9. I supervised an analysis of the 160 mg TRICOR® fenofibrate tablets to ascertain 
the weight percentage of fenofibrate in the formulation. 90 tablets (Lot # 02- 
8333R1 ) were weighed. Dividing this amount by the number of tablets gave the 
average weight of each tablet. The average weight of each tablet was 712 mg. 
Thus, assuming that each tablet contained 160 mg fenofibrate, each 160 mg 
TRICOR® fenofibrate tablet contains 23% fenofibrate by weight, relative to the 
weight of the tablet. 



^ See, Bobotas t, fn. 3 (the Stamm ('670) patent is listed by the distributor of TRICOR® in FDA's Orange 
Book as covering the product). 
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